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1. Explandion of Materid Tranamitted: This chapter contains the policy
and procedures that govern the handling of gppedls of the peer review of
NIH grant gpplications.
2. Hiling Indructions:

Remove: Manual Chapter 4518, October 31, 1994
Insert: Manua Chepter 4518, December 22, 1997

3. Didribution: NIH Manud Mailing Key F-406
PLEASE NOTE: For information on:
content of this chapter, contact the issuing office listed above.

NIH Mailing Keys or for a paper copy of this chapter, contact the
Divison of Support Services, ORS on 496-4808.

NIH Manud System, contact the Division of Management Policy, OA
on 496-2832.

on-line information, go to NIH HomePage and follow a or b:

a. Sdect Information for Employees, NIH Manuds, follow sdif-
explanatory menu selections; OR
b. Enter this URL: http://Mmww.nih.gov/od/oma/manud chapters/

A. Purpose

This chapter describes the policy, procedures, and responsibilities for providing
timely and appropriate NIH action and response when an applicant for an NIH
grant expresses in writing concerns about the peer review of his’her application.
This policy and the implementing procedures are gpplicable to al competing
applications for dl grant mechaniams.

B. Policy:
All appedls or other written expressions of concern about the peer review of

competing grant gpplications shal be responded to in writing (not by eectronic
mail) within 10 workina davs of receint. The resnonse shdl be handled



according to the procedures outlined herein, and shdl be generated in a manner
that preserves the gpplicant's right to confidentiaity and does not jeopardize
hisher future standing with reviewers, Councils, or staff. Where that response
cannot be fina, an interim written response that indicates that the matter is
under examination shal be provided.

The response to an applicant must: (a) show that care was given to the
examination of the issues; (b) be specific in explaining the Inditutes or NIH's
position about the issues, and () give the rationde for the ensuing
decision/actions. When correspondence about competing applications is deemed
to constitute an apped, the reponse shdl, a aminimum: (a) confirm thet the
issues raised by the applicant are acceptable as an apped, and (b) indicate the
timing and possible outcomes of the examination of the gpped in arriving a the
Ingtitute's final response,

All originds of correspondence on the matter received from the gpplicant and
copies of NIH-originated correspondence to the applicant shal be placed in the
officid file for the gpplication

The result of an gpped is a decision regarding the gpplicant's expressed
concerns and, if the concerns are vaid, the actions necessary to resolve them. It
isnot areversa or overturning of the recommendations of an SRG.

Funding decisions cannot be appeded through this system. Issues that may be
appealed include aspects of the receipt, referrd, and initid review of an
goplication. Examplesare;

1. Receipt - the acceptability of an gpplication for review (excluding the
refusal to accept applications that do not follow the published guiddines
or indructions for submisson);

2. Referral - assgnment to a Scientific Review Group (SRG); assgnment
to an Indtitute as the potentia awarding component;

3. Initial Review - the compostion of an SRG or Stevigt team (including
on the basis of scientific expertise, conflict of interest, and bias or
prejudice); the findings and recommendations of SRGs or dte vist
teams. While differences of scientific opinion per se may not be
appealed, scientific errors or other issues of process may be.

C. References:

=

OER Policy Announcement 1997-05 Revised, November 13, 1997.
2. NIH Guide, val. 26, no. 38, November 21, 1997,"Appeds of Initid
Scientific Peer Review."

NIH Manua 1743 "Keeping and Destroying Records'

NIH Manual 4304 "Receipt Dates for NIH Competing Grant and
Fellowship Applications'

W



5. NIH Manud 4510 "Referrd and Initid Review of NIH Grant and
Cooperative Agreement Applications'

6. NIH Manud 4511 "Project Site Vigts Involving Review of Grant and
Cooperative Agreement Applications’

7. NIH Manud 4512 "Summary Statements'

8. NIH Manud 4513 "Management and Procedures of National Advisory
Councils and Boards in Their Review of Extramura Activities'

9. NIH Manud 4514 "Role of Staff at Peer Review Advisory Committee
Mestings and Exchange of Information Among Review, Program, and
Grants Management Staffs'

10. NIH Manud 4515 "Guiddinesfor Dudly Assgned Grant Applications’

11. NIH Manua 4516 "Review of Inditutional Nationad Research Service
Award Applications’

12. NIH Manud 4517 "Review of Program Project Grant Applications’

13. NIH Manual 4815 "Implementation of Cooperative Agreements’

D. Definitions;

1. Appeal - aletter or other written document from an applicant received at
any point in the peer review process (from rece pt through the Council
review) that, asjudged by NIH gtaff, contests some aspect of the process
for acompeting application and, therefore, requires Saff action.

2. Appeals Officer - the senior-leve officid not directly involved in peer
review designated by the Institute Director to oversee appedl procedures
and casesin the Indtitute. The Appedls Officer is not the person to be
contacted directly by applicantsin an apped stuation; the Program
Adminigrator isthe point of contact.

3. Communication - aletter or other written document from an applicant
recaeived a any point in the peer review process that, asjudged by NIH
gaff, amply provides additiona information or deta, therefore, does not
trigger the gpped process. Communications are often post-review, pre-
Council requests for restoration of project funds and/or time or for high
program relevance,

4. Council - the advisory committee of an Indtitute that provides the second
level of peer review; dso refers herein to aNationa Advisory Board or
subcommittee of a Council or Board.

5. Council Review - the second step in the peer review process, in which a
Nationa Advisory Council evaluates an application in terms of both the
adequacy of theinitid review, and program and other consderations,
and makes a funding recommendation to the Ingtitute Director. Also
refers to the examination and resolution of gppedls by Councils.

6. Deferral - the adminigrative action of delaying the review of an
application, usudly because additiona information is needed to
complete the review or because the review has been compromised in
ome way.

7. Initial Review - theinitid step in the peer review process, in which a



Scientific Review Group evauates the scientific and technical merit of
an gpplication and produces a recommendation regarding further
consderation of the application.

8. Inditute - afunding component of the NIH; dso refershereinto a
Center.

9. Peer Review - the process by which an gpplication for agrant is
evauated for potential funding. It encompasses the acceptance of the
goplication for review, the assgnments for initia review and for
potentid Indtitute funding, the initid scientific review, and the Council
review. It does not include the decision to fund or not fund the
gpplication, which is made subsequent to the peer review process.

10. Program Adminigtrator - the professona staff personinafunding
Ingtitute who is respongble for the scientific administration of an
application, particularly after the initid review has been completed, and
for the handling of any gpped contesting the review of the goplication.

11. Scientific Review Administrator - the professond staff person, either
in the Center for Scientific Review (CSR)or an Ingtitute, who is
respongible for managing the initia scientific review of an gpplication.

12. Scientific Review Group - an advisory committee of the CSR or an
Indtitute (whether a stlanding committee or subcommittee or a Specid
Emphasis Pand [SEP)) that evaluates the scientific and technical merit
of an gpplication in accordance with established review criteriaand
procedures.

E. Responsibilities:

1. CSR and thelnstitutes: The Center for Scientific Review (CSR) is
responsible for the handling and resolution of appedls received prior to
initid review that concern () either the receipt or the assignment to an
Ingtitute for funding of &l NIH applications and (b) the assgnment to an
SRG of gpplicationsto be reviewed by CSR. The Indtitutes are
responsible for handling or resolving: (a) appeds received prior to the
initia review concerning (1) the assgnment to and composition of an
SRG for those applications to be reviewed by an Indtitute SRG, and(2)
the responsiveness of gpplications to RFAs issued by the Ingtitute and
(b) post-review gppeds concerning initid review issuesfor dl
applications assgned to the Indiitute for funding. Any official whose
direct actions are the subject of an gpped shdl not decide the disposition
of the apped.

2. Ingtitute Directors: Ingtitute Directors have the authority and
respongbility for desgnating a senior officia asthe Inditute's Appedls
Officer and for reviewing any gpped s to be presented to the Council.

3. Appeals Officers:. Appeds Officers have the respongbility for
overseeing gpped procedures within the Ingtitute, deciding which
appeals will be presented to Council, and reviewing those apped s with
the Director prior to the Council meeting.



4. Program Adminigtrators. The Program Adminigirator assigned to the
gpplication, not the Scientific Review Administrator who managed the
review, isthe person responsible for providing guidance to an
investigator who, having received the summary statement, wishesto
contest the review. The Program Administrator may be able to provide
additiond information about the review or about program priorities that
will help the investigator to decide ether to revise the agpplication by
addressing the weaknesses identified or to reconsider the basic intent of
the proposed project. As aresult of this discussion and guidance, the
investigator may decide to submit arevised or anew application. Such a
decison will resolve the Stuation, and the need for aformd, written
apped will be diminated. However, if the investigator chooses to
document in writing concerns about the peer review of hisor her
gpplication that are deemed to congtitute an appesl, the Program
Adminigrator has the respongbility for seeing that the gpped is dedt
with in accord with the generd procedures outlined herein, as
implemented by the Inditute.

5. Scientific Review Administrators: Scientific Review Adminigtrators of
applications whose initia review has been gppeded have the
respongbility for being available for consultation by program staff,
consulting with their supervisor, and being available for comment at the
Council meeting when the review gtaff pogtion is contrary to that of
program staff or the gpplicant, i.e., that the gpplication should not be
rereviewed.

F. Procedures:

Every Inditute must have an interna administrative process to ensure that
decisons on disputed issues and apped s are made at the appropriate Ingtitute
level and that the written response to the applicant reflects the officid Ingtitute
position or decison. The Ingtitute's Appedls Officer is respongble for this
process.

The person or office to whom the incoming correspondence from an gpplicant is
addressed may or may not have the primary responsbility for handling the issue
raised. Nevertheless, dl such incoming correspondence must be acknowledged
in writing and, as appropriate, indicate the person to whom it has been referred
for handling. The respondent must send the origind of the incoming to the
officid file with documentation of hisher response.

1. Acceptance: Digputes of receipt and referra issues submitted before the
initid review has taken place will be accepted beginning immediatdy
after the assgnments have been made. Disputes of responsivenessissues
will be accepted immediately after the decision not to accept an
application for review has been made. Appedls received after theinitid
review has taken place will be accented durina the period from



transmission of the summary statement up to 30 caendar days after the
Council mesting.

2. Handling: Every effort should be made to resolve disputes of receipt
and referra issues o that delay of the review is minimized.

a. Receipt, Referral, and Responsiveness | ssues: When issues of
receipt or assgnment to a funding component for any application
or the assgnment to an SRG for CSR-reviewed gpplications are
contested before theinitid review has taken place, they should be
directed to the Chief of the CSR Division of Receipt and
Referrd, who may handle the matter directly or refer it the
appropriate CSR Division Director.

When issues are raised for Indtitute-reviewed applications about
assgnment to an SRG or the responsiveness of an gpplication to
an RFA, they should be handled according to the procedures
established by the Indtitute.

In all cases related to receipt, referrd, and responsiveness, the
gppeal should be handled by evauating the disagreement,
determining whether corrective action is necessary, and
conveying the decision to the applicant with an explanation of the
reasons for the decison. That decison isfina, and the pre-
review digpogition of the application may not be appedled further.

b. Initial Review | ssues: When issues are raised after the review
has taken place about the initid review of an application, the
following procedures should be followed.

1. Submisson and Initid Inditute Response: If the
investigator chooses to pursue an apped, she should
submit aletter that details his’her specific concerns about
the review of the gpplication to the Program
Adminigtrator, who will forward copies to the Appeals
Officer and the SRA.. Within ten working days of
receiving the apped, the Program Adminigtrator should
acknowledge its receipt in writing, indicating thet afind
decison will be communicated within 30 working days
after elther the Council meeting or the date the apped
letter was received (if too late to be presented to the
Council & its meeting), whichever is later.

2. Adminigrative Resolution Some appeals can be resolved
adminigratively through direct communication between
the Program Adminigtrator and the SRA. The Program
Adminigtrator will consult with his’er supervisor about
the gpped, and with the SRA of the scientific review
aroup that reviewed the application. who in turn will




consult with his’her supervisor. If al agree that the
application should be deferred for re-review, the Program
Adminigrator will notify the investigator, and the SRA
will proceed with the re-review. The Appeals Officer
must be notified of this resolution.

. Applicant Decison to Resubmit and Withdraw Apped: In

cases where aformal appedl has been received and
program and review staff agree that the review was not
substantidly flawed, the Program Administrator shoud
share thisinformation with the investigetor and indicate
thet, in the end, it might be in higher best interest to
submit anew or arevised gpplication, rather than pursue
the gpped. If the investigator agrees with that guidance,
S’he should submit aletter to the Program Administrator
withdrawing the gpped. The Program Adminigtrator will
forward a copy of this|etter to the Appeds Officer.

. Review of Unresolved Appeas by Appeas Officer: In

those cases where program and review staff do not agree
on the resolution of an apped or together they disagree
with the investigator, the Program Administrator should
submit a written recommendation on the disposition of
the case to the Apped Officer. The Apped Officer will
review the case, and will confirm which cases must be
resolved by the Council. Prior to the Council meeting, the
Apped Officer will discuss dl gppedsthat are to be
presented for Council consderation with the Ingtitute
Director to insure hisher concurrence with the staff
recommendation.

. Reolution by Council: Appeds unresolved by staff or
applicant action should be presented to the Council for its
consderation. The Program Adminisgtrator and SRA
should be available for the Council's discussion of the
gpped 0 that they might answer any questionsthat arise.
Council members should be assigned to review the gpped
and be provided with the necessary documents (e.g.,
goplication, summary statement, apped |etter, Inditute
daff recommendation, and written comments from the
SRA, if any).

The Council hastwo usud options with regard to gppeds:
(1) recommend that the application be re-reviewed,
whether by the same or a different SRG, or (2) concur
with the initid scientific review (thus, rgect the apped).
Except under unusud circumstances, the Indtitute
Director will accept the Council's recommendation, which
will become the Ingtitute decison on the apped. In the



case of Center for Scientific Review (CSR)-reviewed
applications where the Council recommendation for re-
review is disputed by CSR, the Deputy Director for
Extramural Research should be consulted for assistance
with afina resolution.

When the Indtitute decison isto concur with the initia
review (i.e., not to re-review the gpplication), the
investigator should be advised in writing of that decison
by the Program Adminigtrator or the Executive Secretary
of the Coundil. This natification should inform the
investigator that the decision is find, that there are no
further avenues for adminigrative recourse, but that the
apped |etter will be retained in the officid file for the
application.

G. Records Retention:

All records (e-mail and non-e-mail) pertaining to this chapter must be retained
and disposed of under the authority of NIH Manud 1743, "Keeping and
Destroying Records, Appendix 1, "NIH Records Control Schedule.” See manual
for goecific ingructions.

NIH e-mail messages. NIH e-mail messages (messages, including attachments,
that are created on NIH computer systems or transmitted over NIH networks)
that are evidence of the activities of the agency or have informationd vdue are
considered Federa records. These records must be maintained in accordance
with current NIH Records Management guidelines. Contact your ICD Records
Officer for additiond information

All email messages are considered Government property, and, if requested for a
legitimate Government purpose, must be provided to the requester. Employees
supervisors, NIH staff conducting officid reviews or investigations, and the
Office of Inspector Generad may request accessto or copies of the e-mall

Messages.

E-mail messages must aso be provided to members of Congress or
Congressiona committees if requested and are subject to Freedom of
Information Act requests. Since most e-mail systems have back- up files that are
sometimes retained for significant periods of time, e-mail messages and
attachments may be retrievable from a back- up file after they have been deleted
from an individud's computer. The back-up files are subject to the same
requests as the origind messages.

H. Management Controls:



The purpose of this manua issuance isto describe the policy, procedures, and
responsbilities for providing timely and appropriate NIH action and response
when an gpplicant for an NIH grant expresses in writing concerns about the peer
review of higher application

Office Responsible for Reviewing Management Controls Relativeto this
Chapter: Through this manua issuance the Office of Extramural Research,
Office of Extramura Programsis accountable for the method used to ensure that
management controls are implemented and working.

Frequency of Review. On-going review.

Method of Review. The method used to maintain oversight and a system of
interna controls ensuring effective implementation and compliance with this
policy will be through: incorporation of training on the procedures into existing
programs for the training of extramurd scientist administrators, periodic
publication of Notices about these procedures in the NIH Guide to Grants and
Contracts, and periodic discusson with the Extramura Program Management
Committee to ensure that management controls and intended program results are
achieved.

Review Reports. The Peer Review Appedls process is a management control
processin and of itself. When an gpplicant for an NIH grant expressesin writing
concerns about the peer review of hisher application, areview isinitiated and a
decisonismadein dl cases (unless the gpped is withdrawn). No additiond
management review of the gpped system is deemed necessary.



